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closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Claim(s) 1-28 is/are pending in the application. 
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5) D Claim(s) is/are allowed. 
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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election without traverse of group I, claims 1-17 in the reply filed on 
7/15/2008 is acknowledged. 

2. Currently, claims 1-17 are under examination. Claims 18-28 are withdrawn from further 
consideration. 

Claim Rejections - 35 USC § 112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

3. Claim 1 1 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

The term "antibody compound" is not defined in the specification and such term is not 
commonly used in the art. Please clarify. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

5. Claims 1-3, 6, 10 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Rosenstreich et al. (J. Exp. Med. 1988 Vol. 168, page 1767-1779). 

Rosenstreich et al. teach a method of isolating IL-1 target molecules in a liquid samples 
by at least two chromatography. Rosenstreich et al. teach using an ion-exchange 
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chromatography followed by hydrophobic chromatography where Rosenstreich et al. 
also teach using a non-ionic poly ether, i.e. poly(ethylene) glycol, to isolate the target IL-1 
(Seepage 1768 to 1769). 

With respect to claims 2-3, the target IL-1 would adsorb unto the chromatography and be 
eluted by suitable solvent, supra. 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

7. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

8. Claims 1-3, 5-13 are rejected under 35 U.S.C. 103(a) as being unpatentable over Gagnon 
(Purification Tools for Monoclonal Antibodies, 1996, chapter 9, page 155-198; Validated 
Biosystem Inc.; Applicant's submitted IDS information) in view of Kitajima et al. (US 
20030021783) or Haurum et al. (US 20060275766). 



Application/Control Number: 1 0/594, 1 87 
Art Unit: 1641 



Page 4 



Gagnon et al. teach using affinity chromatography column, ion-exchange chromatograph 
and hydrophobic chromatography to isolate (separation) and purify target antibody from 
liquid serum samples. This reference is a tool book and starting with introducing affinity 
chromatograph to isolate IgG, then on using ion-exchange chromatograph to remove 
protein A from the previous separation, and lastly disclosing using hydrophobic 
chromatograph to remove leachate (page 159 to page 182; also page 185 for hybrophobic 
column). Gagnon also teaches using a non-ionic polyether, e.g. PEG, to contacting the 
matrix of the column (See page 159, first paragraph; page 177). However, Gagnon does 
not explicitly teach combining these three chromatography steps together. 

Kitajima et al. teach isolation of antibodies by combining suitable affinity 
chromatography, ion-exchange chromatography and hydrophobic chromatography (See 
section 0101). 

Haurum et al. also teach using combination of affinity chromatography, ion-exchange 
chromatography and hydrophobic chromatography for isolation antibodies. Haurum et 
al. indicate that such technique has been frequently been used in the art (Section 0167). 

It would have been prima facie obvious to one ordinary skill in the art at the time the 
invention was made to have motivated Gagnon to use all three chromatography steps for 
a thorough isolation of antibodies as taught by Kitajima et al or Haurum et al... One 
ordinary skill in the art would have been motivated to do in order to remove unnecessary 
mixtures or contaminants from the antibodies by employing all three chromatography. 

With respect to claim 2-3, the IgG would adsorb unto the matrix of protein A within the 
column. 

With respect to claims 5-6, it would have been obvious to use the sequence of affinity 
chromatograph, ion-exchange and hydrophobic chromatograph since Gagnon et al. 
disclose the same steps. 
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With respect to claims 8-9, Gagnon teaches using PEG in the affinity column. 

With respect to claim 10, Gagnon teaches using PEG also in ion-exchange 
chromatography (See page 177). 

With respect to claims 11-13, the protein A is used as a ligand to capture antibody (See 
Gangon above). 

9. Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Gagnon in view of 
Kitajima or Haurum et al., as applied to claim 1 above, and further in view of Bander et al. (US 
20040120958). 

Gagnon , Haurum and Kitajima et al. references have been discussed but no explicit 
teachings on using consecutive ion-exchange chromatography. 

Bander et al. teach using consecutive ion-exchange chromatography for isolation of 
antibodies (See Section 0374). 

Therefore, it would have been obvious to one ordinary skill in the art at the time the 
invention was made to have provided Gagnon, Haurum and Kitajima with consecutive 
ion-exchange chromatography to isolate antibodies because Kitajima or Haurum teaches 
using suitable ion-exchange chromatography in combing with affinity and hydrophobic 
columns. Using two consecutive ion-exchange chromatography is for optimization and 
further purification, and such modification merely requires routine skill in the art. 

10. Claims 14-17 are rejected under 35 U.S.C. 103(a) as being unpatentable over Gagnon in 
view of Kitajima or Haurum et al, and further in view of Odink et al. (US 5350687). 



Application/Control Number: 1 0/594, 1 87 Page 6 

Art Unit: 1641 

Gagnon, Haurum and Kitajima references have been discussed above and Gagnon 
teaches immobilizing protein A on the column but Gagnon does not disclose details of 
the carrier in the chromatography column. 

(Mink et al. teach using carriers, such as cross-linked polysaccharide extenders, e.g. 
dextran, as a carriers having protein A ligand immobilized thereon (Col. 6, line 15-60). 
Odink et al. indicate that using these cross-linked carriers in the affinity chromatography 
is well-known and requires merely routine skill in the art. 

Therefore, it would have been obvious to one ordinary skill in the art at the time the 
invention was made to have provided Gagnon, Haurum and Kitajima with cross-linked 
extender carrier, such as dextran for protein A in affinity column, as taught by Odink et 
al. for isolation of antibodies. Such technique is well-known and widely practiced in the 
art. 

Conclusion 

11. No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JACOB CHEU whose telephone number is (571)272-0814. The 
examiner can normally be reached on 9:00-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mark Shibuya can be reached on 571-272-0823. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Jacob Cheu/ 
Examiner, Art Unit 1641 



